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STATZ:  COMMONWEALTH OF PENNSYLVANTA Page °

Definition of an HMO that is not Federally Qualified and description of 1ow
the HMO must meet the Federal requirements.

The attached Chapter 1229, Health Maintenance Organization Services,
Section 1229.2, defines Health Maintenance Organizations (HMOs).

The HMO that 1s not federally qualified, must meet at least the
following requirements of 42 CFR 434.20(c)(1)(2)(3):

I. Be organized primarily for the purpose of providing health care
services.,

A. Each application for a Certificate of Authority under the Act
shall be made to the Secretary and the Commissioner in
writing. The part of the application directed to the
Secretary should contain the information noted in the attached
28 PA Code, Chapter 9, Health Maintenance Organization, Annex
C, Application For Certificate of Authority, Subsection 9.52,
Content of Application for Certificate of Authority (1)-(22),
and 31 PA Code, Chapter 201, Health Maintenance Organization,
Subchapter C, Application for Certificate of Authority,
Subsection 30t1.42, Content of Application for Certificate of
Authority, (1)-(23), and 40 PA Code, Subsection 1555.1,
Certificate of Authority.

B. A corporation receiving a Certificate of Authority to
establish and operate a health maintenance organization shall
provide quality health care services in a cost effective
manner which does not impair the corporation's ability to
deliver, arrange for the delivery, or pay for health services
for its members. Attached are 31 PA Code, Chapter 301,
Subchapter D, Operational Standards for a Health Maintenance
Organization, Subsection 301.61, Operational Standards, and 28
PA Code, Chapter 9, Subchapter E, Operational Standards for a
Health Maintenance Organization, Subsection 9.71, Operational
Standards for a Health Maintenance Organization.
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STATE PLAN NDER TITLE YTX D8 THE SOCIAL SEDIRITY ACT ATTACHMENT 2,7
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Nefinition of an HUMO that is not Federally Qualified and description of how
the HMO mus® meet the Federal requirements,

IT. Make the services it provides to its Medicaid enrollees as
accessible to them (in terms of timeliness, amount, duration, and
scope) as those services are to nonenrolled Medicaid recipients

within the area served by the HMO.

A. A health maintenance organization shall have and maintain
adequate arrangements for assurance of access to care as noted
in the attached 28 PA Code, Chapter 9, Annex A, Subchapter E,
Operational Standards for a Health Maintenance Organization,
Subchapter 9.75, Assurance of Access to Care, (a)-(f).

R. Health maintenance organization shall provide either directly
or through arrangements with others basic health services and
physician services pursuant to 40 PA Code, Subsection 1554,
Services Which Shall Be Provided, (a)-(b).

C. A health maintenance organization shall provide at least the
basic health services as listed in 28 PA Code, Chapter 9,
Annex A, Subchapter E, Operational Standards for a Health
Maintenance Organization, Subsection 9.72, Basic health

services, (a)-(d).
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ITATE:  TOMMONWEALTH OF PENNSYLUVANIA Page © o7
Tefinition 29 an HMO that 1s not Federally Qualified and description >f how

cne HMC must meet the Federal requirements,

III. Make provision, satisfactory to the Medicaid agency, against the
risk of insolvency, and assure that Medicaid enrollees will not be
liable for the HMO's debt if it does become insolvent.

A. The 31 PA Code, Chapter 201, Health Maintenance Organization,
Subsection 301.2 and Subchapter G, Subsections 301-121 -
301.126 implements several consumer protection measures to

mitigate HMO insolvencies and provides for other protection in
the event of an HMO insolvency.
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Tantact ."’trson o .-al
Rochman, Bureau of Financ:

'l”c,(::!ment Office of the Budget,

’O Box 1323, Harrisburg, Pa. 17105.

sl 5106’6 R
Tre Officeof tae Budget fmds

+hat public notice of intention to

i ulgslapthese administrative regu-

!: have been duly given under sec-
L,;:::Ofand 202 of the CDL (45 P. S.

$§ 1201 aod 1202} and the regulatioas
thereunder, 1 Pa. Code §§ 7.1 and 7.2.

(2) That the establishment of the
regulations is both necessary and ap-
priate for the administration and .
eniorcement of the aucbonz.mg stat-
ute T e T
The Ofﬁce of the Budget, actmg un-
der the authorizing statute, orders: "

S LSS N

“11) The regulations of the Offices of -

Administration and the Budget, 4 Pa.
Code Chapter 2, are amended to add
Subchapter B, §§ 2.31 — 2.40, to read
as set forth 2t 13 Pa. B. 1961 (June 18, .
1933). ey

(2) The Qecret.ary of the Budget
shall submut this order and 13 Pa. B.

1961 to the General Counsel and the
Attorney General for approval as to le-
gulity asrequired by law. .

{3) The Secretary of the Eudget
shall duly certity this order and 13
Pa. B. 1961 and deposit the same with
.he Leg:slative Refereace Bureau as
required by law. . . .

(4) This order shaU take effecc upon
publicatica i1n  tre  Pzansnicas
Bulletin. - -~ - e

By the O‘fceoftheBudget e
ROBERTBIT’I‘E\’BL\DER.

N . Secreta!)'

Fiscnl Note: Fxscal Note 9A-3 re-

mains vald for the final adoption of
the subject regulation. - .

INDEPENDENT REGULATORY *
REVIEW COMMISSION .= |

P L

On June 8, 1983, the Indep‘e‘ndent"

Regulatory Review Commission re-
ceived the proposed regulations from
the Governor's Office of the Budget.
These proposed regulations would
amend 4 Pa. Code by adding
§5 2.31 — 2.40, concerning the pay-
went of interest penalties to qualified
small business concerns. This new sub-
chapter is being proposed under the
Office of the PBudget's
pranted by the act of December 13,
1982 (Act 266), amending an act of
1929 (P. L. 343, No. 176) known as The
Fiscal Code. This proposed regulation
was published in the Pennsyluania
Julletin on June 18, 1983, with a 20-
Jdav comment period.
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In some cases, the Commonwealth
sgencies have not been paying ven-
dor’s invoices promptly. This has re-

, sulted in a monetary hardship upon

the vendors and can be a particular
hardship on small business concerns.
Because of this hardship, many small
businesses are reluctant to bid on or
seek Commonweaita concracts. Tae
purpose of the proposed regulations is
to insure that small businesses will not
have to bear an unreasonable financial
burden when doing business with the
Commonwealth and to encourage all
Commonwealth agencxes to promptly
Ty L ST b
LA letter was received from the Sen.
nbe Appropriations Committee .on
June 21, indicating that the Commit-

tee would pot be holding a meeting to -
discuss the regulations. On June 28, a .

letter was received from the House Ap-
propriations
that they approved the proposed regu-
htlon! 2wy P

ety R 7

“We have re\newed the proposal ‘and
“find it to be in the public interest.
Adoption of this new subchapter will
encourage small businesses to compete
for contracts with the State without
having to worry about adverse cash
flow impacts that could occur in the
event of slow payment by the State.
Similarly, the regulations should pro-
vide an incentive for all State agencies
to promptly pay properly completed
invoices and should improve the fiscal
operation and reputation of the Com-
monwealth. There will be a small in-
crease 1n Lne paperword tnal these
small businesses will have to complete
since they will have to add on each in-
voice the self-certifying statemeut
that they are a qualifying small busi-
ness, but this burden should be insig-
nificant. Likewise, there should be
minimal fiscal impact upon the Com-
monweaith due to procedures being
implemented by all State agencies to
promptly pay outstanding obligations
ina tu'nely manner. There ahould be no
adverse impact upon local govern-
ments or the general public. Therefore,
we approve the proposed regulations
as pubh’shed at 13 Pa. B. 1961. N

7 L= + PR

The Cormmssxon reserves the ngbt

to review these regulations if it is sub-

- stantially amended prior to final publi-

cation.

Copies of th.xs order shall be d.u-ect,ed
to the Secretary of the Office of the
Budget, the chairmen of the Standirg
Committees, the Governor's Task
Force on Regulatory Relief, the Attor-
ney General, and the Legislative Refer-
ence Bureau. , N

Dated this 29th day of June 1983

-‘v--- ._‘_.,J.,-

Committee indicating -

: .
ERRR R ALY

cenlemene T osg
STTACHMENT 2.1-A
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IRVING. ZIMMERMAN,

Chairman

{Ps. B.Doc. No 831039 Fuea August s 1983,
$00am|

Title 28~HEALTH
AND SAFETY

DEPARTMENT Of HEALTH
. [28PACODECH.9}
Hulth Mamlenance Organmtlons

Lt

The Department of Health by th.xs
order adopts amendments to 28 Pa.
Code by adding Chapter 9 (relating to
health maintenance orgamzatxons) as
set forth in Annex A._><. -

The amendments were adopted un-
der the Health v a.nterance Urzaniza-
tion Act, the act of December 29, 1972
(P. L. 1701,
by the act of December 19, 1980
{P.L. 1300, No. 234} (40 P.S.~

RN t \.,,._

2391

[

No. 364) as amended

§$ 1551 — 1567), particularly section

5.1(a), and sections 2102(a) and (g) of
The Administrative Code of 1929 (71
P. S.§§ 532(ajand (g)). .

. The regulations are intended to pro—
tect subscribers who voluntarily enroll
in health maintenance organizations,
which combine the dehvery and fmanc
ing of health care.

Notice of proposed rulemaking was
published at 11 Pa. B. 2490 (July 11,
1081, :z2 th: rublic was invited ‘o
comment.

The comments and the Depart
ment's response to those comments
are summarized below: '

1. Section9.2 Deﬁmnons --" ‘

. Comment: The terms ‘lndrndu
al practice association’ (IPA),
“Group/staff model HMO"', and "'Out-
patient and preventive medical serv-

ices ' should be defined.

Response: The terms IPA H\IO
and Group/Staff Mode! HMO have
been defined in the definitions section.
*QOutpatient and preventive medical
services’' has been more specifically
defined in § 9.72, since this is the sec
tion in which detailed requirements for
provision of basic health services are
described. - o

2. Section 9.52. Contentofappbcanon
of certificate of authority. ‘

a. Comment

cal Director should be required.

Response: The Medical Director
within an HMO plays an important
and pivotal role ic ensuring the quality

© PENNSYLVANIA Buugm v_c;‘z ?\3'49‘95; 32, SATURDAY, AUGUST &, 1983
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§ 9.52115): Job des-
cription for other than the HMO Medi-

P
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of care provided to subscribers. The
job description is required so that it
may be evaluated against Medical Di-
rector standards found in § 9.76(b).
Since the regulations contain no stand-
ards for other senior management po-
sitions such as Executive Director or
Marketing Director, job descriptions
are not required far these positions.

In addition, the Department has de-
termined that in the interest of clarity,
the other items of information re-
quested in § 9.52(15) should be listed

‘-+ separately and therefore reads as fol-

\_-n,..,; _- '~.'\_"

lows Cnat

(15) A copy of proposed general sub—_

1 ~

— e e

“(16) A. job descnptnon-fo_r the posx-

s

nonofmedxcalduecr.or el miy L
(17 A procedure for referra! of sub-

' scnbers to nonpartxcxpatmg specxal_.

Tists. o ongl et

[18) Wrxtten procedures for pay-
ment of emergency services provided

" byother than a participating provider.

"~ Items 16 through 19 are subsequent-

. « ly renumbered 19 through 22.

.b.-Comment, § 9.52{4): An apph
cant should also be required to provide
information regarding proposed prac-
tice site locztions and hours of opera-
tion as this relates to the notions of ac-
cessibility and avaiability of services.

Response: The Department agrees

and has added this requirement as a--

partofrevised§ 9.52(10. = ;
3 Section 9.53(f): .- T Los Rl
a. Comment: The reasons why the
Department would hold a public hear-
ing should be specified. The relation-
ship between the Health and Insur-

ance Departments should be ex-
plained. -

Response: This Section has been

Sclarified to indicate that the reason for

public hearings would be to gather ad-
ditional information and that the De-
partment will attempt to hold joint
hearings with the Insurance Depart-

ment wherever possible. The Depart-

rent has further clarified § 9.53(f)(2)
to indicate that notice will be pub-
lished at least 10 days prior to "ze
bearing.

4. Section 972 Operutx'onal stand-
ards regarding basic health services:

A. Comment, § 9 72(aX5): The serv-
ices required in subsection (a)(5} should
be specified. .

Response: Outpatient and preven-
tive medical services has been more
specifically defined by the addition of

the phrase, -such as well baby
TN #92-01 ’
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care, immunizations, and periodic
physical examinations.”"

b. Comment, § 9 72/a)2) and (al4):
The phrase, “‘or authorized by a pri-
mary care physician and performed by
other licensed health professional(s)
within their scope of practice”” should
be inserted in subsectxon (2} and (4) of

_9.72(a). -

Respon.n: “Addition of this phrase is
unnecessary since the current lan-
guage, performed prescribed. or su-
pervised bya physxcxan is sufficient. :
5. Section 9.72(b): <"

The - Departroent has initiated &

LA me s

- change to make the copayment limjta-

tions applicable only -to basic health
services. This change-is intended to
give HMOs providing supplementary

. health services such as dental cover-

" age or prescription drug coverage flex-

g

ibility in competing in the health insur-

: - ance marketplace. The Department

" has further clarified the final portion

of § 9.72(b){2) to read, ‘‘subscriber
must demonstrate that co-payments in
that amount have been made during
the calendar year.” .

6. Section . 9.73. Operational stand-
ards regarding subscnber gnevance
_Systems. ;

a. Comment, General: There should
be provision for provider grievances.

Response: The appropriate method
for resolving grievances betweer oro-

" viders and an HMO 1s torougn the pro-

Approval Datejat 3ﬁ

vider contract which is the instrument
defining the relatxonsl’up between the
two entities. - . T

b. Comment, General H\iOs
should have more flexibility in struc-
turing grievance systems.

Response: The Department strong-
ly believes that some specific stand-
ards must be provided in order to safe-
guard subscriber interests. Establish-
ment of more than two levels of re-
view, for example, could act as a deter-
rent for consumers to file or pursue
grievances through various layers of
HMO bureaucratic appeal processes.
The requirement that one-third of the
grievance committee be subscribers is
minimal, and serves to ensu:: that the
subscriber viewpoint is present on the
grievance committee.

It is noted that HMOs may gain
flexibility in structuring grievance
processes by utilizing the procedures
found in § 9.97, relating to exceptions.
The Department recognizes that a
broad range of innovative gnievance
systems might be attempted which
would meet the needs of a given organ-

e -

-ATTACHMENT 2 1-A-
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ization. Thus. the Department intends
to be flexible in its adrmurustration of
this Section and will consider aiterna-
tive grievance resolution systems un-
der the "Exceptions’ section. Also. it
i1s noted that one person grievance
committees are permutted under the
provisionsof § 9.73(1)u

c. Comment, § 9.73(1)(i): The griev-
ance process should be revised to allow
the involved pronder also to present
testumony. - -

J—" - - ‘.

"Response: While the Department
believes that, of necessity, provid-
er/HMO relationships typicallv are
such that a provider involved in a
grievance would have adequate oppor-
tunity to provide input into the griev-
ance process. the Department has
amended § 9.73(1){ii) so0.as to spec:fi-
cally permit both the subscnber and
‘any other party of interest’ to sub-
mit written m!ormanon in the gnev-

aoce process. | .. ;;:'_“

. Comment, §9 732/ (iiil-. Tbls sub-
secuon should be clarified to note that
grievances can be appeaied to either
the Health or Insurance departments.

Response: The subsection has been
amended to read, ... be binding un-
less the subscriber appeals the deci-
sion, depending upon the nature of the
grievance, to the Secretary or to the
Commissioner.” It is anticipated that
grievances relating to quality of care
would be handled by the Health De-
partment, while grievances re.ating o
contractual benefits would be handled
by the Insurance Department. In actu-
al practice, it makes little cifference to
which Department a subscriber ap-
peals a decision, since the departments
will cooperate in ensuring that griev-
ance appeals received will be handled
by the more appropriate Department.

7. Section 9.74. Operational stand-
ards regardzng quality assurance
systems. . ., e

a. Comments, § 9.74(a)(2): Section
9.74(a)(2) should allow HMOs to offer
coverage for non-medically necessary
services,

N

Response: The Ianguage of § 974.

(a}(2] has been changed to allow an
HMO flextbility in providing non-med-
icaly necessary services if it so
chooses. :

8. Section 9.75. Operctional stand-
ards regarding assurance of access
to care

a. Comment, General: HMOs
should be provided flexibility toreflect
local conditions. Subsection (ci{l) 1s in
direct conflict with the policy of the
Pennsylvaria Medical Society.

32, SATURDAY, AUGUST 8, 1983
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Resporse: The Department strong-
ly believes that the requirement that
nonemergency referrals for speciality

~are be approved by the subscnber’'s’

imary care physician is absolutely
.ssential for cost and quality control
within an HMO setting. The Depart-
ment believes that no organizational
arrangement 1is as important in char-
racterizing an HMO as is the very spe-
cial, desirable and key role played by
the subscniber’s voluntarily selected
primary care physician. The prumary
care physician plays the ideal role of
acting as the medical manager of the
subscriber, ensuring that patients re-
cieve care of the best quality which is
integrated, continuous and which is
the most cost-effective for all parties
concerned — the HMOs, its subscrib-
ers, and its participating physicians.
The system makes best use of the pri-
mary care physician and of the special-
ist. it aliows specialist physicians par-
ticipating in an HMO to make the
most effective use of their skills in
treating patients who are really in
need of a level of care commensurate
with their training and experience. It
likewise places a necessary control
upon consumers who, through ignor-
ance or otherwise, mav make unneces-
sary demands upon the HMQO's health
care delivery system. Notwithstand-
ing local referrai practices, to allow the
consumer to self-refer would defeat the

arpose of the HMO svstem.

b. Comment, § 9.75/d)1). This sub—
section needs clarification as to the ex-
terntcfrheron:

imemmant

Response: It is not feasible to be
more specific as to the extent of this
specialist participation requirement
because of the differing circumstances
of HMOs and potential HMOs
throughout the Commonweslth. In
large urban areas of the State, an
HMO would be expected to have for-
mal arrangements for those specialties
where-services are lrmuted. A rural
HMO would be expected to have a for-
mal procedure for providing needed
specialist care, for most specialties,
perhaps through appropriate referral
to a tertiary care center.

c¢. Comment, Genersl: The follow-
ing section should be added: "If a
health maintenance organization of-
{erseye cas2 wnioa ls wIlUn (oe ol3F2
of practice of optometry, it shall make
optometric care available to its sub-
scribers, and shall make the same re-
imbursement whether the service is
provxded by an optometrist or a physi-
cian.

Response: Optometnc care 1s op-
ional, not required, and since this lan-
.uage 1s already found in the statute,

N #92-01
Supersedes
TN #1842
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it need not be repeated in regulation.
See 40 P. S.§ 153511

d. Comment, § 9.75fe)l ~ 5): This
Section should be rewritten and devel-
oped to describe written protocois gov-
erning general procedures to assure
the availability of the servcies defined
as minimal basic health services in
9.72(all — 5).

Response: The Department in its
quest to ensure subscriber access to
care, requires submission of written
procedures describing how the appli-
cant HMO is going to provide the List-
ed services. These are "‘organizational
praotocols’”

ment is seeking to learn about HMO
preparedness in instructing its staff
and participating providers in ban-
dling, for example, _‘'treatment of.
chronic illnesses.” In order not to con-
fuse the request for general procedures
with specific medical protocols for the
treatment of a specific disease (for ex-
ample, diabetes), the language of this
Section has been changed to refer to
procedures rather than protocols.

9. Section 9.76. Operational stand-
ards regarding professional staffing
of health maintenance organizations

a. Comment, § 9.76/a)(5): There. is
great difficulty in applying staffing ra-
tios to Individual Practice Association
{IPA) Model HMOs.

Response: The requirement for IPA
HMOs has been clarified by a revision
of suSsecuon (dnds, w.lca BOw seads,
*“An Individual Practice Association
Health Maintenance Organization
shall submit to the Department evi-
dence of other standards or mech-
anisms which it applies to assure pa-
tient access to physicians as necessary
to meet the intent of the above stand-
ards.”

b. Comment, § 9.76/a){4): The lan-
guage appears to require Department
approval to use physician extenders.

Response: Departmental approval
for use of physician extenders was not
intended. What was intended was De-
partmental approval to use physician
extenders in order to meet the physi-
cian-subscriber ratio standards.
cause the use of physician extenders is
well accepted. the provision for De-
partmental approval has been deleted.
The section now begins, "To meet phy-
sician-subscriber ratios, a health main-
tenance organization may use licensed
and certified physician extenders...”
Information regarding use of physi-
cian extenders to sausfy the profes-
sional standards is required to be sub-
mitted in the application for a certifi-

not medical protocols as ...
.implied in the comment. The Depart-

Be--
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cate of authority, and this change has
been reflected in § 9.76(al4i0).

c. Comment, § 9.76/a)i§): (Now
deleted). The Depar:ent should rec-
ogruze the umpact of continwing e2uca-
tion programs on the professional com:
petence of individuals is inconclusive.

Response: The Department has de-
leted the continuing education require-
ment. Most professional accreaiting
and credentialing bodies requ.e con-
tinuing education, and to require con-
tinuing education in these regulations
would be redundant and superfluous.

10. Section 9.77. Operational stand-
ards regarding subscriber nghts_

a. Section 9.77(ak5): The Depart-
ment has initiated a change to indicate
that consent must be given unless the
subscriber's medical - condition pre-
vents consulting with the subscriber,
in accordance with section 103 of the
Health Care Service Malpractice Act.
40P. S.§ 1301.103. ;

11. Section 9.92 Quarterly reports

a. Comment, General: Quarterly re-
ports are unnecessary and add to the
administrative expenses of both the
HMO and the Department. The Secre-
tary is without authority to requure
submission of quarterly reports.

Response: The Department beheves
that the data required to be submitted
in quarterly reports is minircal, rela-
tively simple, to collect, and would be
collected in any event by any well-man-
aged HMO. Submission of such data
on a-qUAreriy  Dasls 1S Necessary so
that the Department can mounitor the
data, compare it to general standards
for HMQO utilization, and compare
data among HMOs. This will serve to
act as an early warning system where-
by significant under or over utilization
of services can be promptly researched
on an individual HMO basis in order to
protect subscribers. Quarterly reports
are currently submitted to the Depart
ment by all HMOs. )

12. Section 9.93. External qualxty as-
surance assessment

a. Comment, General: This require-
ment seems unnecessary since the Sec-
retary is without authority to assess
the performance of HMOs. The Secre-
tarss iz emthioes thority torequire an
external quahty assessment The term

expert "should be clarified. '

Response This requu'ement is simi-
lar to the concept of having an inde-
pendent certified public accountant
audit a corporation’s financial records
or a JCAH team corduct a survey of a
hospital's program. It allows the as-
sessment to be done by experts which

B 120R. SATURDAY, AUGUST 6, 1983
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mav not be available on the Health De
partment s staff. and permuts the re-
view {0 be concducted on a consuitant
basis with possible suggestions to be
gven for improvement of the quality
assurance svstem. The National Com-
mittee for Quality Assurance. Wash:
ingten, D C . 1s an example of one or:
ganization which mayv be acceptable to
the Department to conduct an exter-
nal quality assurance assessment. This
organzation is composed of repre-
sentatives of both group staff model
HMOs and Individual Practice As-
sociation Model HMOs. The specific
purpose of the organization is to as-
sess HMO quality of care. [t is the De
partment’'s opunion that it has ade
quate suthority to require that such an
external quality assessment be con-
ducted on s periodic basis as a logicsl
extension of 1ts responsibility to moru-
tor the quality of care provided to
HMO subscribers. The Department al-
so has made a runor clarification by
specifically recognizing 1ts right to re-
quire an external quality assessment if
the Department receives indications of
quaiity of care problems withun a par-
ticular HMO.

13. Section 9.96. Board composinion:

a. Comment. § 996/a): It 13 impos-
sible to monitor influence of board
members over other members.

Response: The Department has
clarified that the undue influence re-
quirement relates only to the subscrib-
er selection process. The second sen-
tence of subsection (a) now reads. "The
subscriber board membership selec:
tion process shall be structured in such
manner so as to prevent undue influ-
ence in the selection process by non-
subscnber members of the board. . ."’

14. Section 997 Exceprions

2. Comment, General: HMOs need
flexibility in structuring thewr fune-
tions and operations.

Response: [n order to make it easier
for HMOs to obtain an exception, the
follow:ng phrase has been deleted from
§ 997a1 ...but when full compli-
ance would create am unreasonable
hardship on an applicant corporation
and its heaith maintenance organiza-
tion.”" ln addition. subsection (d}J) has
been amended to include a denial to
grant an exception. The Department
has further clarfied that faiure to
comply may result in action rather
than will automatically so resuit.

Contact Person

Rodney C. Mover. Director
Division of Health Care Plans
P O Box90

Harrisburg. Pa. 17108
1717)783:2347

TN #92-01
Supersedes )
TN #84-2

Approval Date ™ -

RULES AND REGULATIONS

The Department of Health finds:

111 That public notice of intention to
adopt reguiations adopted by thus or-
der nas been duly gniven under sections
201 and 202 of the CDL 45 P.S.
§§ 120! and 1202) and the regulations
thereunder. | Pa Code §§ 7.1and 7.2

2y That the adoption of the regula-
tions of the Department of Health in
the manner provided in this order is
necessarv and appropriate for the ad-
rmunistration and enforcement of the
authorizing statutes.

{3) The Department of Aging has re-
viewed the proposed regulations and
finds them acceptable.

The Department of Health, acting
under the authorzing statutes, orders:

(A)-The regulations of the Depart-
ment of Heaith, 28 Pa. Code. are
amended by adding Chapter 9, §§ 9.1,
9.2, 931. 9.32. 9.5]1 —9.55.
9.71 - 9.77. and 9.91 — 9.97, to read
as set forthin Annex A hereto.

{B) The Secretary of the Depart:
ment of Health shall submit thus order
and Annex A hereto to the General
Counsel for review and approval and to
the Office of the Attorney General for
review as to legality as required by
law. .

{C) The Secretary of the Depart-
ment of Heaith shall duly certify this
order and Annex A hereto and deposit
the same with the Legislative Ref-
erence Bureau as required by law.

(D} This order shall take effect
upon publication in the Pennsylvania
Bulleun.

By the Departmenc of Health
H. ARNOLD MULLER. M.D.,
Secretary

Fiscal Note: Fiscal Note H81-4 re-
mains vahid for the final adoption of
the subject regulation.
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Subchspter A. GENERAL
INFORMATION

§ 9.1. Applicability.

This chapter shall be spplicabie to
all persons who propose to undertake
to establish. maintain, and operate a
heaith maintenance organization with-
in this Commonweaith, with the excep-
tion of health maintenance organiza-
tion programs exempted under sec-
tions 16 and 17(b) of the act (40 P. S.
§§ 1566 and 1567(b)).

§ 9.2. Definitions.

The following words and terms,
when used in this chapter. shall have
the following mearungs unless the con-
text clearly indicates otherwise:

Act — The Health Maintenance
Org;ruuuon Act (40 P. S. §§ 1551 —
1567).

Basic health services — Those
health services, including as a mini-
mum but not limited to emergency
care, inpatient hospital and physician
care, ambulatory physician care. and
outpatient and preventive medical
services: the term is elaborated on in
§ 9.72 (relaung to operational stand-
ards regarding basic health services).

Certificate of authority — The docu-
ment issucd jointly by the Secrctary
and the Commissioner permitting a
corporation to establish, maintain and
operate a health maintenance orgar-
zation.

Commissioner — The I[nsurance
Commussioner of the Commonweaith.
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Department — The Department of
Heaith of the Commonweaith.

Federallv qualified Aeaith mainte-
nance organization — An entity which
has been found bv the Secretary of the
United States Department of Health
and Human Services to meet the re-
quirements of § 1301 of the Publc
Heaith Service Act 142 U.S.C. § 300e.

Group practice HMO — An HMO
that contracts with a medical group.
partnership. or corporation composed
of health professionals licensed to
practice medictne or osteopathy as
wel] as other health professionals nec-
essary for the provision of health serv-
Ices.

Health maintenance organization
{HMO) ~ An organized system which
combines the delivery and financing of
heaith care and which provides basic
health services to voluntarily enrolled
subscribers (or a fixed prepaid fes.

Individual practice association
(1PA) HMO — An HMO that con.
tracts for delivery of services with a
partnership. corporation. or associa-
tion whose major objective is (o enter
into contractusl arrangements with
health professionals for the delvery of
such health services.

Subscnber — An individual who is
contractually entitied to receive basic
health services from a heaith mainte-
nance organization.

Secretary — The Secretary of
Heaith of the Commonweaith.

Staff HMO — An HMO that de
Lvers services through its own physi-
cians who are pa:d employes (staff) of
the HMO.

Pnmary care physician — A physi-
cian who supervises, coordinates, and
provides initial and basic care to mem-
bers: initiates thewr reflerral for
specialist care. and maintains continu-
ity of patient care.

Subchapter B, DEVELOPMENT
OF A HEALTH MAINTENANCE
ORGANIZATION

§ 9.31. Certificate of newd requirements.,

Corporations seeking to develop
health maintenance organizations may
be subject to the provisions of the
Health Care Facibties Act (35 P.S.
§4 448.101 — 448.904) and Chapter
401 (reiating to Certificate of Need
program). Applcauons for a certifi-
cate of authonity under the act will be
examined to ensure complance with
Certificate of Need requirsments.

§ 9.32. Prespplication development s¢-

Uvities.

Corporations in the process of devel-
oping a heaith maintenance organiza-
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tion are urged. but not required. to pe
nodically inform the Department of
their developmental activities and to
maxe use of Department technical ad-
vice and assistance as authorized by
section 2of theact (40P S.§ 15521

Subchapter C. APPLICATION
FOR A CERTIFICATE
OF ALTHORITY

§ 9.51. Prohihition sgainst uncertilied
health maintenance organizations.

No corporation shall solicit enroll-
ment of subscribers, enroll sub-
scribers, or deliver prepaid basic
health care services by, through, or in
8 health ma:intenance organization un-
til 1t has received a certificate of
suthority to operate and maintain
such heaith maintenance organization
from the Secretary and the Commis-
sioner.

§ 9.52. Content of application for cer-
tificate of authonty,

Each application for & certificate of
authority under the act shall be made
to the Secretary and the Commussioner
in writing. That part of the application
directed to the Secretarv shall contain
the following information:

(1) A copy of the basic organiza-
tional document of the applcant
organzation, such as the articles of in-
corporation, and all amendments
thereto.

{2) A copy of the bylaws, rules and
regulations., or similar documents
regulating the conduct of the internal
affairs of the applicant corporation.

(31 A lst of the names. addresses.
and official positions of the board of di-
rectors of the applicant corporation
and of persons who are to be responsi-
ble for the conduct of the affairs of the
applicant — including but not umited
to the Executive Director or Presi-
dent. Medical Director. Director of
Marketing. and Director of Finance.

(4) A description of the service area
of the proposed health maintenance

organuzation ~ including geographic .

boundaries, demographic data. and
identification of population groups
which would be sources of prepay-
ment.

(S} A copy of the spplicant corpora-
tion's proposed contracts with sub-
scribers and groups of subscribers. set-
ting forth the corporation’s contractu-
al obligatsons to provide basic heaith
services.

(6} A copy of the applicant corpora-
tion's contracts with physicians,
groups of physicians organized on a
group-practice or individual-practice
basis. hospitals. skilied nursing faci-
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ties. and other providers of heajth care
Jervices enaniing it to provide basic
health services to a voiuntariy en.
roiled poputation. ’

(7} A copy of anv contract with anv
individual. partnership. association. or
corporation for the performance on its
behalf of any necessary functions in-
cluding but not LUmited to marxeting,
enroliment. and admunistration and of
any contract with an insurance com-
pany. hospital plan corporation or
professional health service corporation
for the provision of insurance or in.
demnty or reimbursement against the
cost of health care services provided
by the health maintensnce orgsncza-
tion.

{8) A detailed description of the ap-
plicant corporation’s proposed
grievance resolution svstem whereby
the complaints of its subscrbers may
be acted upon promptly and satis.
factordy.

{(9) A detailed description of the ap-
plicant corporation’'s arrangements for
an ongoing quality-of-health-care as-
surance program.

(10) A detailed description of the ap-
plicant corporation’s potential abuity
to assure both the avadabuity and ac-
cessibility of adequate personnel and
facilities to serve enrolled subscribers
in a manner enhancing availabiity. ac-
cessibility, and continwity of services,
including information regarding pro-
posed practice site locations and hours
of operation.

(11t A detailed descnption of rea-
sonable incentives for cost control
withun the structure and function of
the proposed heaith maintenance
organization.

{12) A brief description of Federal
grant or loan funds received by the ap-
plicant corporation for the purposes of
developing a federally qualified heaith
maintenance organization.

(13) A copy of the applicant corpora-
tion’s most recent financial statement.

(14) A description of the applicant
corporation’s capability to collect and
analyze necessary data relating to the
utilization of health care services by
enrolled subscribers.

{13) A copy of proposed general sub-
scriber Literature.

(16) A job description for the posi-
tion of maedical director.

{17) A procedure for referral of sub-
scribers to nonparticipating specual-
15t8.

{18+ Written procedures for pay-
ment of emergencv services provided
by other than a paruicipating provider.
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(19) A description of the manner in
which subscribers will be selected (o
meet the statutory requirement that |
of the board members be subscribers.

1200 A description of the system
established to ensure that the records
of the corporation pertaining to its
operation of a health maintenance
organization are identifiable and dis-
tinct from other activities that corpo-
ration may engage in.

{21) A copy of the written proce-
dures regarding frequentlv utilized
services required by § 9.75(e) trelating
to operational standards regarding as-
surance of access to care).

{22) Any other information that the
- applicant corporation may wish to
‘submit which reasonably relates to its
capability of operating and maintain-
ing a health maintenance organuzation.

§ 9.53. Revier by the Department.

{a) Before the Department approves
issuance of a certificate of authority, 1t
will conduct a thorough assessment Lo
ascertain whether the proposed health
maintenance organization, the plan
under which it proposes to operate.
and the services which it proposes to
provide are consistent with the pur-
poses and provisions of the act and
this chapter.

(b} Within 10 business days of re-
cerving an application for a certificate
of authority, the Department will de-
terrrune whether the information sub-
mrutted i3 complete. [f the Department
determines that the information is not
complete and that add:tional informa-
tion s required. it will send a request
as soon as possible in writing to the ap-
plicant corporation stating specifically
what information i1s needed. A copy of
the request will be sent to the Commus-
sioner.

{c} The application for s certificate
of authority will not be considered
complete until the additional informa-
tion 1s received by the Department.
Department.

(d) The Department may visit or in-
spect the site or proposed site of the
health maintenance organization’s fa-
cilitics to ascertain its capability w
carry out its required functions.

() Upon receipt of an appliuu’on'

for » ceruficate of authority, the De
partment will publish notification of
receipt of the (iling in the Peansvi
vamia Uulletin in order to provide an
opportunity for public comment.

{f) The Department may hold » pub-

lic hearing to obtain additional in-
formstion about a proposed heaith

maintenance orgamization. The De

N #92-01 i

Supersedes ', PENNSYLVANIA BUL
TN #84-2

Approval D:IU[% ) "Q?'Z

RULES AND REGULATIONS

partment. whenever possible and ap-
propriate, will attempt to hold joint
hearings with the Insurance Depart-
ment.

t1) [f the Department decides to
hold a public hearing. notification in
writing will be provided to the apph-
cant corporation by certified mail at
least 10 business days prior to the
hearing.

12) Notice of the hearing will also be
published in the Peansyivania Bulletn
at least 10 days prior to the hearing.

{3) The hearing will be conducted as
soon as possible, but no earlier than 10
business days after written notice has
been provided to the applicaat corpo-
ration.

(g) The Department will confer with
and coordinate its investigation with
the Commissioner.

{h) Within 90 davs of receipt of a
completed application for a certificate
of authority, the Secretary and Com-
rrussioner will, jointly do either of the
folowing:

(1) Approve the application and is-
sue a certificate of authonity:; or,

{2} Disapprove the application, spe
cifying in wrniing the reasons for
such disapproval: any disapproval
of an application may be appesied
in accordance with 2 Pa. C. S
§§ 501 — 508 and 701 — 704 (relating
to administrative agency law).

§ 9.54. Standards regarding approvsi of
ceruficate of authonty,

Each application for a certificats of
authority will be reviewed to ensure
that the applicant corporstion and pro-
posed heaith mainten~=-e organiza-
tion are capable both inutially and on
an ongoing basis to meet the minimum
operating standards found in Sub-
chapter E (relating to operational
standards for a health maintensnce or-
ganuzauon).

§ 9.55. Alternaiive application format.

With prior permission of the Depart-
ment an applicant corporation may
submit, in lieu of the information and
format required in § 9.52 (relating to
content of application foe certificate of
suthority). a copy of its Federal qual-
ification application appropriately an-
notated and referenced Lo the submis-
sion requirements of the chapter.

Subchapter D. CERTIFICATE
OF ALTHORITY REQUIREMENTS
FOR PORFICN HEALTH
MAINTENANCE ORGANIZATIONS
(Reserved)

SATURDAY, AUGUST ¢, 1983
(Effective Date '

Subchapter E. OPERATIONAL
STANDARDSFOR A
HEALTH MAINTENANCE
OPGANIZATION

§ 9.71. Ope.ntional standards.

Each corporation receiving a cert:!
cate of authority to establish and ope
ate a health maintenance organizatic
under the act shall provide qual:!
health care services in a cost-effectn
manner to voluntanly enroiled su
scribers by meeting the minimu
standards set forth in ttus subchapte:

§ 9.72. Basic bealth services.

(a) A health maintenance organiz
tion shall provide at least the followir
basic health services:

(1) Emergency. gcare. Profession
health services medically necessar
immediately to preserve life or stat
lize health. avaiable on an inpatient ¢
an outpatient basis 24 hours per day.
days per week.

(2) Ambulatory _physician car
Medically necessary and preventiy
health services performed. prescribes
or supervised by physicians for p:
tients who are not confined to bed !
an institution or at home. These ser
ices may be provided in a8 nonhospity
based health care facility, at » hosp
tal. or in a physician’'s office.

(3) Inpatient_hospital care. Medics
ly nece3sary hospital service affordin
inpatient treatment to subscnbers in
general hospital for a miumum of 9
days per contract or calendar yea
Hospital services include room an
board: general nursing care. specu
diets when medically necessary: use ¢
operating room and related facilitie:
use of intensive care urut and service:
x-ray. laboratory, and other diagnosti
tests; drugs. medications. biological:
anesthesia, and oxygen services: spu
cial duty nursing when medically ne
essary. physician therapy. radiatio
therapy, and inhalation therapy: ac
ministration of whole blood and bloo
plasma; and short-term rehabilitatio
services.

(4) Inpatient physician care. Gene:
ally accepted and medic3llv necessar
health services performed. prescribec
or supervised by physicians within
hospital for registered bed patients, ir
cluding diagnostic and therapeuti
care.

(5) Outpatient and preventive med
ical services. Services. such ss we!
baby care. immunizations. and period
ic physical examinations, provide
with the goal of protection against anc
early detection and minimuzation o

the Ul effects and causes of disease o
disability.




(b} A health maintenance organuza-
tion shall provide basic heaith services
to its subscribers as needed and with-
out unreasonable lLmutations as to
tume and cost. Normunal copavments
mav be imposed upon basic heaith
services. subject to the following con-
ditions.

1) To insure that copavments are
not a barrier to the util;zaton of
health services or membership i1n the
organuzation. a health maintenance or-
ganization shall neither impose copay-
ment charges that exceed 50 of the
total cost of providing anv single serv-
ice to i1ts subscribers nor 20 of the to-
tal cost of providing all basic health
services.

(2} No copayment may be imposed
on any subscnber covered under lus
contrsct \n any calendar year when the
copavments made by the subscriber in
the calendar year total 50% of the to-
tal annual premium cost which the
subscnber would be required to pay if
enrolled under an option with no co-
pavments. The subscriber must dem-
onstrate that copavments in that
amount have been paid during the cal-
endar year.

{c) Reasonable exclusions. such as
sre customaruy found in group health
insurance policies, will be permutted.
Exampies of reasonable exclusions are
cosmetic surgery unless medically nec-
essary. custodial or domucihiary care,
and durable medical equipment for
home use.

tdl A health maintenance organiza-
tion may provide i1n addition to basic
health services, other health services
such as cosmelic surgery. prescription
drug coverage. dental coverage. men-
tal health benefits, and simular serv-
ices whuch a voluntariy enrolled popu-
lation may require to maintain physi-
cal and menta! health.

§ 9.7). Subscridber grievance systems.

An HMO shall have a written griev-
ance procedure for prompt and effec-
tive resolution of subscnber griev-
ances. The grievance procedure shall
include the following elements:

{1) There shall be an initial level of
investigation and review of any gnav-
ance.

{i) The initial review shall be con-
ducted by a committee consisting of
one or more individuals who may be
employes of the heaith maintenance
orgarnuzation.

(i) The initial review shall provide
the opportunity for the subscriber and
any other party of interest to present
writlen data pertinent to the gnev-
ance.
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1) The decision of thenitial review
commitzee shall be binding uniess the
subscriber appeals tne decision

tivi The subscriber shall be notified
in writing of hus right to appeal the de-
C1si0n L0 a second ievel review commit-
tee

{21 A subscriber shall have the right
to appeal a decision of the imitiaj re-
view committee to a second level of re-
view,

(i} The second level of review shall
be conducted by a committee estab-
Lshed by the board of directors of the
health maintenance organization.

{ii) At least 4 of the members of the
commuttee shall be subscribers of the
health maintenance orgasnization.

(ili) The decision of the second level
review commuttee shall be binding un-
less the subscriber appeals the deci-
sion depending upan the nature of the
grievance to the Secretary or the Com-
rrussioner,

{iv) The subscriber shall be notified
in writing of tus right to appeal a deci-
sion of the second level of review com-
mittee.

(vi The second level review commit-
tee shall have written procedures for
investigating grievances, for conduct-
ing formal hearings. and for utilizing
informed consultants to resoive griev-
ances.

{3) An oral complaint which cannot
be resolved informally shali be pre-
sented in wniting according to para-
graphsil) and (2) before it shall be con-
sidered a formal grievance.

(4} The health maintenance organ-
ization shall specifv reasonable time
Limits for disposition of - ia2vances a°
each level of review,

(5) The health maintenance organ-
ization shall include u descniption of
the grievance system in subscriber
contracts.

(6) The health maintenance organ-
ization shali have a separste and addi-
tional form notifving subscribers of
the existence of and their rights within
the grievance svstem. This form shall
be distributed to subscribers at lsast

" annually. Publication of this informa-

tion in a member newsletter published
by the heaith maintenance organiza-
tion shall be sufficient to meet this
paragraph.

{7} At any stage of the grievance
process. at the request of a subscniber,
the health maintensnce organization
shall appoint a member of its staff who
has no direct involvement in the case

239

to represent the subscmber A sub
scrider presenting a grievance shail be
specifically notified of hus right to have
such a staff memoer appointed to as
sist hum.

(81 The health maintenance organ:
rzation shall maintain records of al
grievances and shall include in its an-
nual reports to the Department a de
scription of the total number of griev
snces handled. a compilation of the
causes underlying the grievances. and
the resolution of the grievances. See
§ 9.91(relating toannual reports).

§ 9.74. Quality assurance sysiems.

(a) A heslth maintenance organua-
tion shall have a written procedure to
provide ongoing review, analysis. as-
sessment, and subsequent actions for
improvement of the quality of heaith
care services delivered to its subscrib-
ers. This procedure shall include at
least the following elements:

(1) Medical records shall be main-
tained in a current, detailed. and com-
prehensive manner which conforms
with good professionsl medical prac-
tice. permuts effective quality assur-
ance review, and facilitates conunuity
of care.

{2) A procedure shall be specified to
assure that only those services which
represent proper utilization of heaith
care faciities and conform with coa-
tractyal provisions are provided.

{b) Review of the quality of care
shall not be limited to technical as-
pects of care ajone but shal also in-
clude availability. sccessibility. and
continuity of care provided to mem-
bers.

(¢) The resuits of quality assurance
ivities shall be made known to par
ticipating providers in a manner de-
signed to facilitate improvement in the
quality of service delivered. and which
is approved by the Department.

(d) At least once a year, a report on
Quality assurance activities — includ-
ing studies undertaken, results, subse-
quent actions. and aggregate data on
utilization and quality of services ren-
dered to subscribers — shall be pre-
sented to the board of directors.

{e} Data on the utilization of health
care services shall be collected and
shall be analyzed periodically to ident-
fy for further in-depth investigation
tential over-utilizacion, under-uti-
ization, or misutilization of heaith
care services by members or providers.
Aggregate utilization data shall be re-

rted quarterly to the Secretary. See

9.92 (relating to quarterly reports).
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